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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)0 Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1,2,4-7,10 and 18-27 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1,2,4-7,10 and 18-27 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 . 121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or forni PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acl^nowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)nAII b)n Some *c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) 13 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 11/08/04 . 6) □ Other: . 



U.S. Patent and Trademarlc Office 
PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mal Date 080405 



Application/Control Number: 10/678,990 Page 2 

Art Unit: 1655 

DETAILED ACTION 



Claims 1 -2, 4-7, '^ 0 and 1 8-27 are pending in the application and were examined 
on their merits. 

Claim Objections 

Claim 4 is objected to under 37 CFR 1 .75(c), as being of Improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. In the Instant case, claim 
4 states 'wherein the lipophilic constituents are extracted from plant material that is from 
the family Euphorbaciae' wherein claim 1 stated 'extract of the Croton species'. 
Therefore, claim 4 broadens, rather than limits claim 1 . Correction is necessary. 

Claim 18 states 'consituants'. This appears to be a minor spelling/typographical 
error: The correct spelling is 'constituents'. 



Claim Rejections - 35 USC §112 



Application/Control Number: 10/678,990 Page 3 

Art Unit: 1655 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 18 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1 and 18 state 'an extract of the Croton spedes having substantially 
reduced proanthocyanidin content and concentrated lipophilic constituents' and ' extract 
of family Euphorbaciae for the treatment of symptoms associated with anorectal disease 
and reduced proanthocyanidin content and concentrated lipophilic constituents'. Here, 
the terms 'substantially' and 'concentrated' are a relative terms which renders the claim 
indefinite. The terms 'substantially' and 'concentrated' are not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the invention 
and would not be able to ascertain if they were in possession of such a composition. 
Correction is necessary. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact temis as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 4, 18-20 and 22-24 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the. application 
was filed, had possession of the claimed invention. 

Claims 4, 18-20 and 22-24 are directed toward an extract from any species of 
Euphorbaciae. Applicant has not provided a representative example of species from 
this large family of plants which would provide indication that Applicant was in 
possession of such a large number of extracts. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 18-21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Perslno5etal.(1979). 
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Persinos et al . (1 979) teaches that tasplne, a compound extracted from the 
viscous sap (latex) Croton lechleri, has anti-inflammatory properties (see 
EXPERIMENTAL, p. 124 as well as Table 1 p. 125). Taspine is not a proanthocyanidin, 
and possesses hydrocarbon side chains which would be lipophilic thereby anticipating 
the claimed invention. It Is noted that the terms 'substantially reduced' and 
'concentrated' are considered arbitrary and indefinite in that these terms do not clearly 
convey the Invention (please see rejection under 35 USC 112 Second paragraph 
supra). 

Claim 19 merely limits the intended use of daim 18 and therefore does not 
materially change the composition. 

Claims 20 merely relays an inherent property of the compound and therefore 
does not materially change the composition. It is deemed that taspine, as disclosed by 
Persinos et al. (1979) would have inhibited the activation of sensory afferent nerves 
especially lacking evidence to the contrary. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 



Application/Control Number: 10/678,990 Page 6 

Art Unit: 1655 

invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-2, 4-7, 10 and 18-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Persinos et al. (1979) in view of Gallins (US 4,514,384) both in light 
of Marx (US 5,898,037 A)*. 

The teachings of Persinos et al. (1979) were discussed supra. Persinos et al. 
taught that taspine was extracted from the viscous sap (latex) of Croton /ec/)/er/ thereby 
indicating that there was little water (p. 124, col.1).Persinos et al. did not teach wherein 
taspine was combined with an anti-lnflamnfiatory such as hydrocortisone, wherein such 
a composition was used to treat anorectal disease or the specific amounts of 
constituents as Instantly claimed. 

Gallins (US 4,514,384) taught a method for treating hemorrhoids with 
hydrocortisone ( a well-known anti-inflammatory agent) (see Abstract for example). 
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Marx (US 5,898,037 A)* stated; "Hemorrhoids, also called piles, are 
characterized by dilation and infiammation of veins (with or without thrombosis) in 
swollen or inflamed tissue at the margin of the anus or nearby within the rectum" ( col. 
13, lines 8-12). 

It would have been obvious to one of ordinary skill In the art at the time the 
claimed invention was made to combine the instant ingredients for their known benefit 
since each is well known in the art for treating inflammation. This rejection is based on 
the well established proposition of patent law that no invention resides in combining old 
ingredients of known properties where the results obtained thereby are no more than 
the additive effect of the ingredients, In re Sussman, 1943 CD. 518. Accordingly, the 
instant claims, in the range of proportions where no unexpected results are observed, 
would have been obvious to one of ordinary skill having the above cited references 
before him. Because hemorrhoids are characterized by inflammation, one of ordinary 
skill in the art would have been motivated to use taspine for treating hemorrhoids. The 
ordinary artisan would have had a reasonable expectation that taspine would have 
successfully reduced inflammation because Parsinos et al. clearly taught the anti- 
inflammatory properties of taspine. 

Further, it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
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routine skill in the art. In re Alter, 220 F2d 454.456,105 USPQ 233; 235 (CCPA 1955). 
see MPEP § 2144.05 part II A. It would have been obvious to one of ordinary skill in 
the art at the time Applicant's invention was made to determine all operable and optimal 
concentrations of components because concentration is an art-recognized result- 
effective variable which would have been routinely determined and optimized in the 
pharmaceutical art. One of ordinary skill in the art would have been motivated to have 
modified the proportions of active ingredients In the composition in order to enable the 
content of the preparation to be matched with the demands and needs of individuals 
which needed treatment. Such variations in amounts of pharmaceutically active 
ingredients is considered optimization of result effective variables, conventional practice 
in the art of pharmacology. 

Although the reference did not specifically teach wherein the latex comprised 
less than 10% water, the ordinary artisan would have had a reasonable expectation that 
the latex comprised very little water considering Persinos et al. described the latex as 
viscous. 

From the teachings of the references, it Is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was pr/ma fade obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 
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*This reference is cited merely to relay an inherent etiology of hemontioids, and is not used In the basis for 
rejection perse. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571 ) 272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Patricia Leith 
Primary Examiner 
Art Unit 1655 



